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Refer to MIN 97-47

Mr. Cliff L. Hag@n
Preaidont & Genaral Managar
Ca8a Clay Craaxaary, Inc.
1220 Main Ava.
Fargo, North Dakota 58108-2947

Dear Mr. Hag@n,

During an Lnapaction of your firm on Saptember 27 through October
3, 1996, FDA Investigators colloctad a sample (sample # 96-719-
000) of cheddar chooso from .Qht barrels at your Tuttle, ND
facility. FDA analysis of tho sample found sulfamethazine (SMZ)
in tha chaesa.

Cheese containing aulfamthazin~ is adultaratad within the
maaning of 402(a)(2)(D) of tho Food? Drug? and Cosmetic Act (the
Act) in that Lt contains a new animal drug which is unsafe within
the meaning of 21 U.S.C. 360b sinca no approval of an application
fihd pursuant to 21 U.S.C. 360b(b) ia in effect with respect to
tha usa and Lntandod uaa of such drug Ln lactating dairy cattle,
which roaultad in tha presanca of sulfamthazine in the cheese.
Simply statad, th~ granular ch-se curds represented by sample
#96-719-000 ara adultorat~d unda Section 402(a)(2)(D) of the Act
becauaa tha

I
wara found to contain ●ulfamothazine, a new animal

dru for wh ch therm is no ●stablish-d tolerance that authorizes
?raa duaa of this drug in chaasa products.

Tha Lnapaction found that your firm manufactured the sampled
choaso frmn gallons ( pounds) of whola milk that was
daliv-rod on Saptambor 9, 1996 to Casa Clayis transfar station in
Jamestown, ND and subsaqucntly transported to



● Paga ‘mO

Cl&ff L. Hagm
Juno 12, 1997

tasting of the milk found that it
containod”a sulfa drug rssidu~ and thsy rafus-d the shipmant on
Saptambos 10, 1996. Tha raw milk was raturned to Cass Clay’s
Tutth, ND facility on S@ptembm 11, 1996. AI14L@iS by the

varifiad tha preaance of a
sulfa &ug msiduo in milk from oxm of yous producers,

who suppli~d milk foe th~ suapact load. Your firm
manufactured cheddar chocsa from this milk on September 11, 1996.

Cass Clay was swam that tha raw milk used in producing tha
choosa tasted positivs for tho prosenc~ of a sulfa drug r-sidue.
Milk from tho farm was test~d (using
Saptombor 24, 1996 and found to contdn a sulfa drug resi%

Tha ?ood and Dnag ~stration conducted another inspection of
your chacso manufacturing firm on March 10, 19 & 2S, 1997. A
sampla (saxnph #97-743-17Z) was coll~ctcd of granular cheese
product manufactured on January 24, 1997.

Analysis found it to b. contaminated with o~etracycline. The

e

granular cheosa curds rapresentad by sample #97-743-171 are
adultaratad under S@ction 402(a)(2)(D) of the Act in that they
contain oxylxtracyclinat an andmal dNg for which there is no
cutablishad tolerance that authorizes rasiduea of this drug in
chaaaa products.

During the inspactien of your facility, the investigator
collsctad information which demonstrates that you were aware that
tha raw milk
contadnatad

Tha Food axxd
contamhalmd
products.

usad in tha manufacture of this cheese product was
with orytatracyclino.

Dmg Administration forbids the usa of such
raw milk as an ingredient in manufacture of cheese

This lettar is not maant to be an all-inclusive listing of the
daficiant conditions and practicaa at yous facilities. As
praaidant of Casa Clay Craamory, Inc. you are ulttiately
roaponsibl~ for ●nsuring that all of your food manufacturing
operations ua o ●rating in compliance with tha Federal Food,

TDreg, and Cosmat c Act and asaociatad rqulationa.

W* raquest that you notify this office in writing within 15
working days of your receipt of this letter describing the
maasuros you intmd to taka to correct the cited violations~ If

9

tam corrections cannot lx completed within 15 daya, state the
reason for tha dalay and tha tinm within which the corrections
will b~ complotad.

.
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You should talm prompt action to correct thos~ violations.
?ailuro to corrmt thoaa violations may rasult in regulatory
action, including scizura sad/or iajunction~ without furthar
notice.

Your reply should bo dkoctod to Howard E. Manr@sa,
Officer, rood and Drug k!minist~ation, 240 E@nnapin
Mimoapolis, MN SS401. Mr.. Manx@sa may bc r~ached
4100 axt. 156.

Sillcaxaly,

9--~Jamas 1. Robofis
Acting Dixactor

compliance
Avanua,
at (612)334-


